AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Food and Drug Administration, HHS

mandatory requirements and condi-
tions of subpart B of this part are met
or suitable interim measures are estab-
lished.

(c) Denial of a permit constitutes
final agency action from which appeal
lies to the courts. The Commissioner
will not stay such denial pending court
appeal except in unusual cir-
cumstances, but will participate in ex-
pediting any such appeal.

§508.10 Suspension and reinstatement
of permit.

(a) Whenever the Commissioner finds
that a permit holder is not in compli-
ance with the mandatory requirements
and conditions established by the per-
mit, he shall immediately suspend the
permit and so inform the permit hold-
er, with the reasons for the suspension.

(b) Upon application for reinstate-
ment of a permit, the Commissioner
shall, within 10 working days, reinstate
the permit if he finds that the person is
in compliance with the mandatory re-
quirements and conditions established
by the permit or deny the application.

(c) Any person whose permit has been
suspended or whose application for re-
instatement has been denied may re-
quest a hearing. The hearing shall be
conducted by the Commissioner or his
designee within 5 working days of re-
ceipt of the request at a location
agreed upon by the objector and the
Commissioner or, if an agreement can-
not be reached, at a location des-
ignated by the Commissioner. The per-
mit holder shall have the right to
present witnesses on his own behalf
and to cross-examine the Food and
Drug Administration’s witnesses.

(d) Within 5 working days after the
hearing, and based on the evidence pre-
sented at the hearing, the Commis-
sioner shall determine whether the per-
mit shall be reinstated and shall so in-
form the permit holder, with the rea-
sons for his decision.

(e) Denial of an application for rein-
statement of a permit constitutes final
agency action from which appeal lies
to the courts. The Commissioner will
not stay such denial pending court ap-
peal except in unusual circumstances,
but will participate in expediting any
such appeal.
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§508.12

§508.12 Manufacturing, processing, or
packing without a permit or in vio-
lation of a permit.

(@) A manufacturer, processor, or
packer may continue at his own risk to
manufacture, process, or pack without
a permit a food for which the Commis-
sioner has determined that a permit is
required. All food so manufactured,
processed, or packed during such period
without a permit shall be retained by
the manufacturer, processor, or packer
and may not be introduced or delivered
for introduction into interstate com-
merce without the advance written ap-
proval of the Food and Drug Adminis-
tration. Such approval may be granted
only upon an adequate showing that
such food is free from microorganisms
of public health significance. The man-
ufacturer, processor, or packer may
provide to the Commissioner, for his
consideration in making any such de-
termination, an evaluation of the po-
tential public health significance of
such food by a competent authority in
accordance with procedures recognized
as being adequate to detect any poten-
tial hazard to public health. Within 20
working days after receipt of a written
request for such written approval the
Food and Drug Administration shall ei-
ther issue such written approval or
deny the request. If the request is de-
nied, the applicant shall, upon request,
be afforded a prompt hearing con-
ducted in accordance with §508.5 (b)
and (c).

(b) Except as provided in paragraph
(a) of this section, no manufacturer,
processor, or packer may introduce or
deliver for introduction into interstate
commerce without a permit or in viola-
tion of a permit a food for which the
Commissioner has determined that a
permit is required. Where a manufac-
turer, processor, or packer utilizes a
consolidation warehouse or other stor-
age facility under his control, inter-
state shipment of any such food from
the point of production to that ware-
house or storage facility shall not vio-
late this paragraph, provided that no
further introduction or delivery for in-
troduction into interstate commerce is
made from that consolidated ware-
house or storage facility except as pro-
vided in paragraph (a) of this section.
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